DOCKET NO.: CHS0005-100 
Application Serial No. 10/677,678 



PATENT 



REMARKS 

Claims 2-5 are in the case. 

The courtesies extended by Examiner Fay in granting a telephone interview to the 
undersigned on December 4, 2007, are acknowledged with appreciation. The substance of the 
interview will be discussed below. 

Claims 2-5 were rejected under 35 U.S.C. 103 over Physician's Desk Reference (PDR) 
in view of Wu et al. and Caldwell et al. The basis of the rejection is that it is known that 
drowsiness is a symptom associated with anesthetics (Wu), that modafinil is a known 
"wakefulness agent" (PDR), and modafinil is known for sustaining alertness and performance of 
aviators (Caldwell). From these teachings the examiner held that it would have been obvious 
that modafinil would be useful to improve a patient's recovery from anesthesia. 

As discussed during the interview, a declaration under 37 CFR 1.132 of Paul Frederick 
White, Ph.D., M.D., was filed in response to the office action of June 19, 2007, in order to rebut 
the prima facie obviousness rejection but the examiner failed to comment on or Dr. White's 
declaration or note that she considered it. Dr. Paul White is an independent person of 
extraordinary skill in this art, of impeccable credentials in the field to which this invention is 
directed, who is of the opinion that the improvements discovered from the administration of 
modafinil to improve recovery from anesthesia were unexpected. Dr. White has no financial 
interest in the present patent application and is not employed by the assignee or any other entity 
having interest in the present patent application. 

The examiner agreed during the interview to consider the Paul Frederick White declaration in 
response to the present Request for Reconsideration and either allow the application or issue 
another non-final rejection. 
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Under this theory of the present rejection, any anti-narcoleptic would be useful to 
improve a patient' s recovery from anesthesia. It is very important to note that the examiner has 
not cited any reference at all showing anti-narcoleptics being used for improving patients' 
recovery from anesthesia. In fact, anti-narcoleptics in general have not been used following 
anesthesia to improve recovery, according to paragraph 13 of the Paul Frederick White 
Declaration under 37 CFR 1.132. 

The excerpt from the 2002 PDR includes product information for Provigil brand of 
modafinil tablets, describing its mechanism of action, pharmacology, pharmacokinetics, 
precautions, clinical trial data, indications and usage, contraindications, cautions, interactions, 
uses, adverse reactions, dosage, administration, etc., in great detail. One skilled in the art reading 
this PDR excerpt would know how and when to prescribe and use modafinil, but would not be 
led to off label uses. In general, the PDR describes the use of modafinil as a narcoleptic but does 
not describe any use in connection with the problem to which the present invention is addressed, 
the problem of undesired and unintended drowsiness following a medical procedure where 
anesthetic was used on the patient. 

On the other hand, many uses of modafinil outside the field of recovery from anesthesia 
have been reported in the literature. According to one authority, it is useful to "help people who 
have narcolepsy, obstructive sleep apnea/hyponea, or shift work sleep disorder to stay awake 
during the day. Modafinil does not cure these conditions and will only work as long as you 
continue to take it." Medline Plus, A Service of the National Library of Medicine and the 
National Institutes of Health, http://www.nlm.nih.gov/medlineplus/druginfo/uspdi/203466.html 
(accessed Dec. 7, 2006). 

The prior art teaches what was previously known about the modanifil's many uses and 
mechanism of action, but nowhere describes any use relating to recovery from anesthesia. The 
facts that modafinil has been so extensively researched by others and as reported in the cited 
publications relating to its uses, and that no use relating to recovery from anesthesia was 
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described in the literature actually teaches away from the present invention. One skilled in the 
medical arts would have expected all known and possible uses to have been described in either 
the patent literature, medical literature, or the PDR. 

There are many drugs and substances known for treating narcolepsy other than modanifil. 
If the theory of the Office Action were correct, all such anti-narcoleptics would be expected to be 
useful for recovery from anesthesia, and would be equally useful. In fact, none of the other prior 
art anti-narcoleptics has been found to be useful for improving recovery from anesthesia 
according to the Declaration of Dr. White under 37 CFR 1.132. Therefore, it was surprising that 
any anti-narcoleptic would be useful for such recovery. The present inventors did not find any 
other anti-narcoleptic to be useful for such recovery; only modanifil was discovered to be useful, 
which was even more surprising. 

The surprising and unexpected utility of modafinil to reduce symptoms related to 
recovery from anesthesia were demonstrated clinically and the experimental data were reported 
in the specification. 

Applicants have effectively rebutted the prima facie obviousness rejection made in the 
last office action by demonstrating that the invention was unexpected and surprising. 

For these reasons, reconsideration and withdrawal of the rejection of the present claims is 
solicited. 

Respectfully submitted 
COZEN O'CONNOR 

/Michael B Fein/ 

By: Michael B. Fein 
Reg. 25,333 

1900 Market Street 
Philadelphia, PA 19103 
Phone: 215 665-4622 
Fax: 215-701-2246 
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